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DETAILED ACTION 
Acknowledgments 

1 . In the reply, filed on May 2 1 , 2009, Applicant amended claims 1 9, 24, 25 . 

2. Applicant cancelled claim 34. 

3 . Applicant added new claims 38-40. 

4. In the non-final rejection of February 26, 2009, Examiner objected to claims 24 and 25 
for minor informalities. Applicant amended said claims. Objections are withdrawn. 

5. Examiner rejected claims 19 under 35 USC 1 12, 2"^* paragraph, as the specification does 
not contain a recitation of the structure associated with the "control means". Applicant amended 
the "control means" recitations to be "controller" recitations. Rejection is withdrawn. 

6. Currently, claims 19-22, 24-29, 31, 33, and 38-40 are under examination. 

Response to Arguments 

7. Applicant's arguments with respect to claims 1 9-22, 24-29, 31,33, and 34 have been 
considered but are moot in view of the new ground(s) of rejection, based on the insertion of 

subject matter ("a volume of the flushing liquid is equal to or slightly larger than the volume 
defined in said outer catheter lumen") not previously presented in the claims into independent 
claim 19. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claims 19-22, 25, and 38-40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Porter (US 2003/0216685), and further in view of Lang (US 5,609,572). 

In regards to claims 19 and 38-40, Porter teaches an infiision system comprising a 
catheter device (Figures 1 and lA-lD, catheter device [10]) comprising: 

a. an outer catheter (outer tubular element [20]) provided with one outer catheter 
lumen (lumen [28]) with a distal outer catheter outflow opening (opening at distal tip 
[25]), and an inner catheter (inner tubular element [22]) provided with at least one inner 
catheter lumen (lumen [34]) with at least one distal inner catheter outflow opening 
(opening at distal tip [31]), said inner catheter is adapted to be detachably arranged in 
said outer catheter lumen (Figure IB), said inner catheter outflow opening is located 
proximally said outer catheter outflow opening when the catheter device is adapted to be 
used for administration of liquid substances to a patient (Figure 1) 

b. wherein the infiision system fiirther comprises an extemal pump device including 
a pumping means and a reservoir means (first supply [34] and second supply [36] which 
contain first fluid component [12] and second fluid component [14], respectively; either 
of supplies [34][36] may be a pump) (paragraph [0038]) 
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c. wherein a liquid pulse of a liquid substance (second fluid component [14]) 
through the inner catheter lumen [34] is followed in time sequence by a liquid pulse of a 
flushing liquid (first fluid component [12]) applied through the outer catheter lumen [28], 
in order to make the liquid substance reach a target area of administration (paragraph 
[0061]) 

d. the volume of the liquid pulse of the substance [14] is approximately the same as 
the volume (mixing zone [38]) defined in said outer catheter lumen [28] between the 
inner catheter outflow opening and the outer catheter outflow opening (paragraph [0061]) 

Porter is silent about whether the external pump device [34][36] comprises a controller, wherein 
said controller controls the pumping means such that said substance is administered as a pulsed 
flow sequence of liquid substance comprising a predetermined number of liquid pulses. Porter is 
also silent about whether a volume of the flushing liquid [12] is equal to or slightly larger than 
the volume defined in said outer catheter lumen [28]. Lang teaches an infiision system (Figure 
9), wherein an external pump device comprises a pumping means (pump cassette [A2] + pump 
actuating device [B2] + infusion distribution cassette [D]), a reservoir means (infusion containers 
[71][72][73][74][75]), and a controller (control device [C79]). Lang further teaches that the 
controller [C79] controls the pumping means [A2][B2][D] such that a substance is administered 
as a pulsed flow sequence (Abstract)(column 2, lines 30-37). It would have been obvious to a 
person having ordinary skill in the art at the time the invention was made to modify the external 
pump device, of the infusion system of Porter, with a controller that directs a substance to 
pulsatile flow, as taught by Lang, as a suitable programming controller makes it possible for 
vascular access points to be maintained open by pulsating fluid infusion (column 2, lines 30-32). 
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Further, concerning the limitation that the volume of the flushing liquid is equal to or slightly 
larger than the volume defined in said outer catheter lumen, such would depend upon the volume 
of flushing liquid necessary and prescribed by the user for moving the active substance fi-om the 
catheter to the patient's body. Alone, Porter teaches that one volume introduction of the flushing 
liquid [12] is less than the volume defined in the outer catheter lumen [28], as the fiushing liquid 
only reaches the mixing zone [38] at first, and Porter is silent about the total volume of flushing 
liquid contained in the first supply [34] (paragraph [0061]). However, with a second volume 
introduction of flushing hquid, as taught by the combination of Porter and Lang, one would 
expect the total volume of the first volume introduction and the second volume introduction of 
flushing liquid to together be larger than the volume of the outer catheter lumen of Porter. 
Therefore, it would have been obvious to a person having ordinary skill in the art at the time the 
invention was made to modify the volume of the flushing liquid to be slightly larger than the 
volume defined in the outer catheter lumen, in an infusion system of Porter and Lang, as such a 
volume will accommodate for more than one introduction of flushing liquid into the patient for 
delivery of more than one volume of active substance. In Applicant's specification, the pumping 
means is at least two pumps, and the reservoir means is one or more reservoirs. 

In regards to claim 20, in a modified system of Porter and Lang, Porter teaches that said 
inner catheter [22] is coaxially arranged with regard to said outer catheter [20] (Figure 1). 

In regards to claim 21, in a modified system of Porter and Lang, Porter teaches that at 
least one substance [14], adapted to be administered, is active, and is a pharmaceutical 
preparation for therapeutic or diagnostic use (Abstract)(paragraphs [00 12] [0061]). 
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In regards to claim 22, in a modified system of Porter and Lang, Porter teaches that said 
substance [14] is administered by said inner catheter [22] (paragraph [0039]). 

In regards to claim 25, in a modified system of Porter and Lang, Porter teaches that said 
catheter device [10] is provided with a second connector means (connector [23]) making it 
possible to detach said inner catheter [22] and replace it (Figure IB). 

10. Claim 24 is rejected under 35 U.S. C. 103(a) as being unpatentable over Porter and Lang, 
as applied to claim 19 above, and fiirther in view of Griego et al (US 6,663,596). 

In regards to claim 24, in a modified system of Porter and Lang, Porter teaches that the 
outer and inner catheters [20][22] comprises at their respective proximal ends [26][32] first 
connector means (connector [23]) for connection to an extemal pump device having one or more 
reservoirs [34][36] for substances and flushing liquids (paragraph [0038]). However, in 
Applicant's specification, the first connector means is a pair of connector parts (page 10, lines 6- 
9). Porter only teaches that the first connector means is one connector [23]. Griego et al teaches a 
catheter device (Figure 10a- 10b, delivery system [16]) with outer and inner catheters (first 
elongated member [100] and second elongated member [200]) having first connection means 
(connection ports or seals [170] [270]) at their respective proximal ends for connection to an 
extemal pump device (first pump [183] and second pump [283]) having reservoirs (reservoirs 
[196] [296]) for substances and flushing liquids (first and second materials, not referenced). It 
would have been obvious to a person having ordinary skill in the art at the time the invention was 
made to substitute the one connector, of the catheter device of the modified infiision system of 
Porter and Lang, with two connectors of a first connection means, as taught by Griego et al, as 
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providing each one of the inner and outer catheters with their own separate connector to a 
respective reservoir of the external pump device will allow each one of the catheters to be 
connected and disconnected from the external pump device without connecting or disconnecting 
the other one of the catheters from the external pump device (i.e. with respect to the one 

connector of Porter, both catheters must be connected or disconnected from the external pump 
device at the same time since there is only one connector) (Griego et al, column 8, lines 21-27). 
In Applicant's specification, the first connector means is a pair of connector parts (page 10, 
lines 6-9). 

1 1 . Claims 26-29 and 3 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Porter and Lang, as applied to claims 19 and 25 above, and fiirther in view of Balbierz et al (US 
5,156,596). 

In regards to claim 26, in a modified system of Porter and Lang, Porter does not teach 
that said second connector means [23] is partly integrated in a Y-connection. Balbierz et al 
teaches a catheter device (Figures 3-5, catheter assembly [10]) with a second connector means 
(inner lumen positioning assembly [38] with Luer locking mechanism [66]) for detachably 
arranging an inner catheter [52] within an outer catheter [28], wherein the second means [38] 
comprises a Y-connection ("Y-shape") (column 7, lines 22-53). It would have been obvious to a 
person having ordinary skill in the art at the time the invention was made to modify the second 
connector means, of the modified system of Porter and Lang, with a second connector means 
having a Y-connection, as taught by Balbierz et al, as the second connector means having a Y- 
connection as the two proximal access regions of the Y-connection will allow non-compatible 
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medicaments to be introduced into the body at a spaced distance apart from one another (column 
7, lines 22-53). 

In regards to claims 27-29, in a modified system of Porter, Lang, and Balbierz et al. 
Porter teaches that the second connector means [23] includes a first fastening means (indentation 
[60]) at the proximal end of said inner catheter [22] adapted to co-operate with a second 
fastening means (ridge [62]) integrated with an opening in the outer catheter wall [20] such that 
when said first and second fastening means are attached to each other the catheter is in a 
substance administration state (Figure 1). 

In regards to claim 31, in a modified system of Porter and Lang, Porter does not teach 
that the inner catheter [22] comprises two lumen, as Porter only teaches one inner catheter lumen 
[34]. Balbierz et al teaches a catheter device (Figure 11) comprising an inner catheter (inner 
cannula [52]) with two lumen (passages [90][92]). It would have been obvious to a person 
having ordinary skill in the art at the time the invention was made to modify the inner catheter, 
of the modified system of Porter and Lang, with two lumen, as taught by Balbierz et al, as two 
lumen will allow the inner catheter to deliver two different substances to the patient, for 
example, if so desired by the user. 

12. Claim 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over Porter and Lang, 
as applied to claim 19 above, and fiirther in view of Uldall (US 4,493,696). 

In regards to claim 33, in a modified system of Porter and Lang, Porter does not teach 
that all surfaces in contact with the active substance [14] in the catheter device [10] are made of 
or covered by tetrafluoro polyethylene. Uldall teaches a catheter device (Figures 1-5, cannula 
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[10]), wherein all surfaces in contact with an active substance in the catheter device [10] are 
made of tetrafluoro polyethylene (coluntm 3, lines 16-24). It would have been obvious to a person 
having ordinary skill in the art at the time the invention was made to modify the catheter device, 
of the modified system of Porter and Lang, to be made of tetrafluoro polyethylene, as tetrafluoro 
polyethylene has known biocompatibility for residence in a patient's body over extended periods 
of time (column 3, lines 16-24). 



Conclusion 

13. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHEFALI D. PATEL whose telephone number is (571) 270- 
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3645. The examiner can normally be reached on Monday through Thursday from 8am-5pm 
Eastern time. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Kevin C. Sirmons can be reached on (571) 272-4965. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Shefali D Patel/ 
Examiner, Art Unit 3767 
08/07/2009 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



